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Thru: 
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Nancy Whyte, Acting Team Leader 
Product Science Branch 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 OC) 

To: Emily Mitchell PM 32/Wanda Henson 
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Antimicrobials Division (7510C) 

Applicant: Current Technologies, Inc. 
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Crawfordsville, IN 49733 

Formulation from the Label: 

Active lngredient{s) % by wt. 
Sodium Hypochlorite ............................................. ........ . .. . .. . ................... ...... ... .. . 0. 94% 
Other ingredients ..... ........................ .' ................... .. ....... ........ ............................... ... ... . 99.06% 

Total. .... .... ... ........ .. ....................... .............................. ....... .................... ... . 1 00.00°/o 
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I. BACKGROUND 

The product, Hype-Wipe®, is an Agency registered (Reg . No. 70590-1) disinfectant 
(bactericide and tuberculocide) impregnated wipe product developed by Current Technologies, 
Inc. The applicant wishes to revise their product label to add a disinfectant claim against 
Clostridium difficile. The submitted study was conducted at MicroBic Test, Inc. located at 1 058 
Carpenter Drive in Sterling, VA. 

The data package contained a letter from the applicant to the Agency (dated January 10, 
2005), EPA Form 8570-1 (Application for Pesticide), one study (MRID No. 464425-01), and the 
proposed product label. 

fl. USE DIRECTIONS 

This product is an impregnated wipe intended for use as a disinfectant on hard non
porous surfaces in areas such as laboratories. hospital areas, blood banks, ambulances, 
nursing homes, veterinarian facilities, wastewater facilities, and restrooms. The product is 
intended for use on materials such as stainless steel, plastics, glass, glazed ceramics, tile, 
linoleum, laminated plastic countertops, enamel, vinyl , and glazed porcelain. The proposed 
product label give the following instructions for the use of the prod cut as a disinfectant: 
Remove gross filth and heavy soil from surfaces. Open pouch, remove towel. Use towel and 
excess liquid to wipe surface. Allow solution to contact surface for 2 minutes to inactivate a 
broad range of organisms before wiping or allow to air dry. 

Ill. AGENCY STANDARDS FOR PROPOSED CLAIMS 

Disinfectants for Use on Hard Surfaces Using Pre-saturated or Impregnated 
Towelettes 

Towelette products represent a unique combination of antimicrobial chemical and 
applicator. pre-packaged as a unit in fixed proportions. As such, the complete product, 
as offered for sale, should be tested according to the directions for use to ensure the 
product's effectiveness in disinfecting hard surfaces. The standard test methods 
available for hard surface disinfectants (i.e ., AOAC Use-Dilution Method, AOAC 
Germicidal Spray Products as Disinfectants Method), ff followed exactly, would not 
closely simulate the way a towelette product is used. Agency guidelines recommend 
that a simulated-use test be conducted by modifying the AOAC Germicidal Spray 
Products as Disinfectants Method. In place of spraying the inoculated surface of the 
glass slide, the product should be tested by wiping the surface of the glass slide with the 
saturated towelette, and then subculturing the slides after a specified holding time. 
Remaining liquid should be expressed from the used towelette and subcultured. Sixty 
carriers must be tested with each of 3 towelettes from freshly opened packages, 
representing 3 different product lots, one of which is at least 60 days old, against 
Salmonella choleraesuis (ATCC 10708), Staphylococcus aureus (ATCC 6538), and 
Pseudomonas aeruginosa (ATCC 15442). The towelette should be removed from its 
container and subsequently handled with sterile gloves. One towelette should be used 
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